AN BUZIaNIEVB981 Leflunomide 20 mg. Tablet

l.ﬁam Leflunomide 20 me. Tablet
2.auguUanaly

2.1 gUuuy Wugidiandouildy duuiuussmu

2.2 @musenau Tu 1 dinuszneusesmen Leflunomide 20 me.

2.3 AYULUITY ussgluunelnain Uostuninuiy

2.4 agn - syydoen daulsznaufmeddyuazanuuse Tunde ’3’u§umq \aiinGn

uazlawnzilewhive Hegndaauuuussyiug

- UUMYUEUIIIedslosdasssylosniteloniinisdn  diuusynauuas
YWINAIMUTIVW LavinGn Tuduonglitaiau

3.ANENUANISWATIA

Finished product specification :

3.1 Identification test

3.2 Yauneusnendafgy

3.3 Uniformity of dosage unit

3.4 Dissolution test

3.5 Impurities
- Leflunomide related compound A
- Leflunomide related compound B
- Leflunomide related compound C
- Individual impurities

- Total impurities
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AIIWU

90.0 - 110.0% L.A. of Leflunomide
MTIWU

Liivfosndn 80 % luwian 30 wnit

Not more than 0.1%
Not more than 3.5%
Not more than 0.2%
Not more than 0.2%
Not more than 4.0%
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4. ouludy
MavesImiesBulanmilideduse w%amaqmaﬁa%%’uamLaﬂmﬁiﬂaé’ﬁa"wma NUALLDEARIT
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4.1 enansnslasueugedunsdewisueniiedmielusemelng wagdun (declare) unasndn

v
v

4.1.1 TudAun1sTungideudsuen taun ne.2 vie.3 ne.4 Y59 8.2 WaIWFANTE

o

4.1.2 I‘UﬂW‘UE‘]‘U'LWl yil8u ne.l ‘ma 8.1 ﬂJEIQUWVILE"I‘LJE)i’]ﬂ’] wsauswauwaﬂmmamsmumJ

ﬂzumwsuawamnm%mumumwau (finished product specification) WagUaANUUA
ﬂmmwmammmu (drug substance specification) niamamvwmmsmaamwamﬁlm
Wifuae ABLLUULONA1TNISVBUALY (8.5) 1w5ey finished product specification
way/v3adrug  substance  specification  lagveuflunauTuuseniAUszAInsIAT
Sdnvseiingd wavliifiu 2 ¥ o Yulsemausemasanddnvseiingd

4.2 1ONATIUTRINTFIUNINEREN

4.2.1 nsdlpmdnlulssnalne gudndosdidiuinmaenididoiusennnsgrumsuangin

VENNAETRaEITNITRLUNINAREY GMP-PIC/S e mmmumsmﬁmmmmé’?ﬂmm%
LagIS SRl UMIHAR e TN UAMENTTINTE NS LALEN NIENTIEATITUAY R
fnuntulneiiniuaenndesuasinfisufundninudiuag aﬁmswﬂiumimamm
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tumneeiauewie atu
aranmusaunInsRasulneinanissusesdisiulsenauseninsandidnnsetind

ARENTTUNISATNUAANANYZLANY
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a v a

(UeaIFfNL U353 ag%ﬂﬁ)

/-3-4.2.2



5.

4.2.2 nsindugminthanssusane gansesdidiunnimdreniisdofusesnasgiunisnde

1MV TLaEISMsNAluNIHERET GMP-PIC/S vasUssmradnanatuaigany
soumsasRdeulaeiinanisiusesdiaiulszniadssnnsadidnnsednd

4.3 ENMIAUNINVBILIThAUTIAN
4.3.1 nan15n519 AR wEARTuTie1duSagUvesnEn (certificate of analysis of
finished product) Tugnguitduduset

4.3.2 NaMsnTITNATIERANAWINGAUVRIFILETY (certificate of analysis of drug substance)

Mdlumsudneuidadusegnfaosudnuuasduaningiu

4.3.3 wangruvselonastuduanuduiusseninsjunisudnvesingivvesinendify (drug
substance) 4o 4.3.2 fujunisndnvesndnsitsiendnsagy (finished product) 4e 4.3.1

4.3.4 vnenillaueiiengeiuinnit 2 U Wuanssanisdnu long term stability AABAYIIBTY
veeenfitunsdoulifudiinnuannssunsemsuazen NIENTNAITITNGY

4.3.5 nsdhfluengu biological products 7y vaccines, blood products fesfionanssuses
JUNMSHER (Lot release) INNTUINGIAANSNTUNNG NITNTIATITUGY

4.4 §pg79e

4.4.1 flauesnnn fesdediegaeegrades ... 10... wirsussydue dadufmunuuans
eavidealansuiumuiitvualufidenmandivihludreiu

4.5 msuseiugun eI Ndwoy
4.5.1 snegsuasedaeusesdiongldlalivesnin.....12. . iieutfuainudeu
4.5.2 pnasiidwey afosdsdinnmagluiusemansnsislinszdensuidaeu
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4.5.3 nsdifivihesansviinsduiiegendidwoutiiadin naliagiganIn miaesvns
wihmisdedosvedetns Tneflauasa(uis)assesdenfiudnaudwiuiinie
swmsdmnTiensisanduffuisroualineiifetedumnsaiinseinuain
nsdiinuIeliifulumunudnvazianie mheswnsvoanuanshifuionsanms
iueTImeenavesiaueTim(ueluas viedanluadeoly

4.5.4 faues1m(uie)adosuldsusnieslndununeny wisilaiiansidenanineie
Usgnislaqreurmualaglifideuls

4.5.5 nsdhfusideaiuinmilguvnd 2 - 8 ssmwaldeadesiionansuansirdiszuunisiiu
wazdndsendu cold chain system lFnsgIummdnnas Good Storage Practice
(GSP) wag Good Distribution Practice (GDP)

4.6 ONATOU

4.6.1 nadlefivausldlyenduiuu (original drugs) fesfliienansnansnu bioequivalence 84
grilauenAUTsuiiisutveduuu lngmsAnmdeadulumumdninamivazuuiufos
Tumsfinurauyarese @iy vesd1inauANLNTINNTEMTUALEN NIENTHASITUEY

4.6.2 n3ihIuniiFosararsuay/viodeaneuld desdnanisfnuanunmanmvdanisazans
Ua/139139979 TuMvihazatumney ATUIULAzaoAAaBINULENAIANAUEN

o

4.7 giauasa (§v1e) Busenlvisnidndygneuasumvun
4.7.1 ﬂimmamsqmmmLm%ﬁmﬁmﬂnsu?mmmam%mmwmﬂajLﬁulﬂmummgwu
Yorivun
4.7.2 niﬂm‘%mﬁ’mflmmﬁﬂﬁgﬂL%'EJﬂLﬁ’uﬁumm?faammmimaﬁﬁﬁmmﬂmzﬂsmmimmsLLasm
Tugasavesdygasiorsae
4.7.3 nsdmuilgmennmannuansusiiifiervdwmareussavsrauasanuuasafoderiag
filsFuen
4.8 InMsIATevienannsuIvemansnisumdlatosnit 3 Jun1IHENII
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